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Abstract: Chromosome aberration test, as a routine toxicology test before the listing of health food, cosmetics, medicine and medical
device, is the essential methods for detecting the effects of chemicals to the structure and quantity of chromosomes. The
establishment of standardized test methods and accumulation of certain historical data are powerful guarantees for the authenticity
and reliability of the test system and data, and provide a strong basis for data analysis by researchers and reviewers. In this paper,
factors might affect the chromosome aberration test results are briefly reviewed. Subsequently, 47 papers on in mammalian cell
chromosome aberration test at home and abroad published from 2012 to 2017 were analyzed for discussing the standarizing of test
conditions, and the historical data of our center between 2002 to 2017 as an example were demonstrated to elucidate the key points in
producing the historical data. In conclusion, conducting standarized chromosome aberration test strictly following the OECD
guidelines and establishing a series of background data for control articles are the key in the pre-clinical genotoxicity study, and shall
be benefical in making reasonable and effective judgements on the potential chromosome damage risk of drugs and other test articles.
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Table 1 Types of structural aberrations on chromosome and chromatid
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